Dec-01-88

T-524 PID/ITF-255

11:04 From-
ARK of MIAMI Inc.
Eduardo Capriles
1235 Washingron Ave.
Miami beach FL 33189
Ph: 305 695-1036
Miami, Oct. 22 , 1999

Office of compliance

CHFZ-300

Electriconic Product Reports,

Center for Devices and Radiological Health,

2098 Gaither Road

Rockville Maryland, 20850
AK: Dale Smith / Collin Figueroa

Dear Sirs:

As per your request ¥'m submiring a mew Laser Light show report for the above
establishment . For your reference, the original varience for this installation was issued to
Pasiely Park Miami on August 14, 1995, varience number 94V-0457, Accession number
94A2317, tben rwo years later a mew varience was reissued for this same inszallation
under the Blue Dot Emertaioment name which managed the location until January of
1997.  Recendy the management Of this location has been transferred 1o ARK of Mizmi
Inc. a Company not related in any way to the previous temants of this location.

They are planning on reopening the establishreent on November 17th, 1999.

The laser light show equipment and set up will be carefully examined and refurbished to
bring it back te its original performance.  1I'm well familiarized with this equipment and
its set up since I have been the Laser Safexy officer and operator far this installarion since
1995, basically it will be the same show, same certified equipment, same laser safety
officer, as well as same hours of operation, However the location of the control booth has
been changed as illustrared in attachment 9.1 included in this report.

All original reports, records, manuals, operational logs, ete, are available for imspection.

I'm filing a pew Varience application on behalf of ARK of Miami Ine., to comply with
regulations for the Administration and enforcement of the Radiation Control for Heath
and Safety Act of 1968, aa they pertain to laser kight shows.

I orully appreciate your cooperation in processing this information, if additional reports
or any other informaton is necessary to process this new Varience, plesse contact
Eduardo Capriles at 305 321-6490.

Iev-5197 . VAR
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1 NAME OF CQmPamr

ARK of M am Inc.

PEASE A N (E

2 AODRESS OF COMPANT 1rmsmer 24" 1 2 =43) o 8 o AU e <y 7T S

1235 Washingron Ave, Miami Beach Fla, 33139.

TELEPMONE MO (hine .. o, =oamt ’

5 QaTE OF SUBMISSIOn

— -—

J NMEAnD TITLE OF RESPQNSISLE PERASOMN
Eduardo Capriles L.S.0. | 305 321-6490 7 !
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7 PROCGUCT DESCRIPYION aAND USE

3. CIST NAME ANDIOR MOACEL NumBEAS) FOR ThE LASER UCHT SAOWS) AnD PROJECTORIS .

Customized LaserPro - Model number 3029C :
T PHOOUCY 1S iNTENCER YO BE USED AT AnY ONE LOCATION

‘ . PROQUCT FOR wwICN 4 vARIANCE 1S REQUYESTEQ
[J 4 wasEA Bismar pEVICE K MORE Tram 15 Davs

. [Z & PROJECTOR FOR & LaSER LIERY SHOW v WWORE Tram § BUT NOT MORAE THAN 18 QAYS
X a LaSER LGHT SnQw l . LESS tmam $0ats

TQUR S INTENCED T AuN FOR

v

D OTNEN (Vwyerey

STATIONARY iIRRADIATION OF RQTATING MiAROR BALLS. ETC
SCAmMNG [RAADIATION OF AGTATING MiRROR BALLS, ETC.

FIBER QPTIC PROJECTIONS

PRODUCT 3 INTENGED TQ BE WSED
FOG. SNQRE. OR QTHER SCATTERING EnmaNCEMENY EFFECTS

X AT ONLY ONE fremr LOCATION
D AT A VARIETY OF (yer) LOZATIONS . :
QTHER t“w1v) RemQ:b e - : R T

Scanners

D OTHER INws 1040

CUTDOAR URENCLOSED AREA
QTRER {\owsiny ———-

< {3 pRosECTORS ARE INTENDED FOR Savg. LEASE. OR LOAN TO OTHER T CORE Tman & NONTRS
LASER LICAT SMOW PRODUCERS ) ) =
B — TS MOMEnS
o IEGGUCT 1S INTENDED FOR USE I & : LESS Tran 1 MONTH
D PLANETA Rl OR OTHER DOME PROJECTION STRUCTURE 2 nOT APPUCABLE jrewe o soumry
THEATER : QTHMER t\vwery
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3 5voRe pisPuars » PREQOUCT UTILIZES ThE FOLLOWING LASER EFFECTS
G TRADE SNOW O CONVERTION - FROWT SCHEEN PRACJIECTIONS
X 0/SCOTMEQUE OR MICKT CLUB HEAR SCREEN PROJECTIONS
3 paviuow "OLOCRLPMIC BiSPLATS
7 1nooaR aREna MULTIPLE REFLECTIOMOIFFALCTION EFFECTS
D QUTDQCR aREma AUBIENCE SCANNING § 5ivr awvomin w wrerenC oty s ol hay et csmer 1 cowron |
2 musEum REFLEZT:ONS FROM STATIONARY MIRAORS OR MIARORED SURFACES
1 omem Ve gy
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3 LASER Ralay; ON LEVELS
WASER MEDIYM 0 Q1| e, <) ) yu, WAVE LENGTNS inme PEAKPOWER ¢ 0" =,
Argon 520-457nm SWatts
3 IF ANY LASZR AADIATION IS PULSED OR SCannED. GivE ThRE PULSE DURATIGN AND RATE ARD SCANNING FREQUENCY anDd «NPLTUDE
N/A fJ
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1. MANNER IN WHICH IT IS PROPQOSED TO DEVIATIE FROM (11C NEMMVINMMISIT 10wt 10 ih gl =
" 715 PROPOSED TO DEVIATE FROM THE PROWISIONS OF 21 CFR 104Q.11ci IN THAT THE ACCESSIBLE EMISSION LEVEL WOULD EXCEED The
ACCESSIBLE EMISSION LIMiTS SPECIFIEDR 1N 21 CFR 10640.1 {50
= IT 1S PROPQSED TO DEVIATE FROM THE PROVISION QF 21 CFR 1040.111c1 AS FOLLOWS

N/A

12 ARVANTAGES TO BE DERIVED FROM SUCH DEVIaTION
LASER LIGHT SHQWS AND DISPLATS ARE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS. USE OF FOWER LEVELS IN

— EXCESS OF THE LiMiTS IBPOSED BY 21 CFR 1040.111c: 1S NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE MEDIA.
J OTHER OR ACDITIONAL ADVANYAGES (gcacrme ang csmang .

N/A

EXPLAIN THE ALTEANATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check 33 many hases as apiv. W {tem 14 “Remaxs.” pauly ahy DGxcs
nat cs w g as ary. Siate aav oteY Maans of (ACANON protecuan MIT wll DL used.}

a. X aAwn LASER PAOOUCTS. SYSTEMS. shows. AND PROJECTORS WiLy. BE CERTIFIED 70 COMPLY WITH 21 CFR 10a0.10 AND THNE CONDI-
TIONS OF TS VARIANCE AND WiLL BE REPORTED AS REQUIRED 8Y 25 CFR 100210 AND 100212 USING THE REPORTING GUIDES PRQ-
VIDED FOR SuCH PURPOSE. THESE ACTIONS wilk 8E ACCOMPLISHED PRIOR TQ ANT INTROPUCTION INTO COMMERCE.

o, 3 EFFECTS NOT SPECIFICALLY NDICATED IN THIS VARIANCE APPLICATION wiLL NOT BE PERFORMED. NO OTHER EFFECTS WiLL BE
ADDED UNTIL AN AMENDMENT TO THE VARIANCE HAS BEEN OBTANED AND TM REQUIRED REPORTS OR SURRLEMENTS. AS

APRLICABLE, HAVE BEEN SYBMITTED.

c. X SCANNNG. PROJECTION OR REFLECTION Of LASER AND COLLATERAL RADIATION (LIGHT SHOW RADIATICNI INTO AUDIENCE OR OTHEA
ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMITTED EXCEPT FOR OIFFUSE RESLECTIONS PRODUCED BY THE ATMOSPHERE.
ADOED ATMOSPHERIC SCATTERING MEDIA. AND TARGET SCREENS.

0. %] LASER RADIATION LEVELS N EXCESS OF THE LIMITS OF CLASS | WILL NOT BE PERMITTED A7 ANT POINT LESS Man 20 METERS ABOVE
ANY SURFACE UPON WmICHk PERSONS OTMER THAN OPERATORS. PERFORAMERS,. OR EMPLOTEES ARE PERMITTED TO STAND OR 25
METERS BELOW OR IN LATERAL SEPARATION FROM ANT PLACE WHERE SUCH PERSONS ARE PERMITTED 1o BE OPERATORS.
PERFORMERS. anND EMPLOYEES WILL NOT BE REQUIRED OR ALLOWED TO VIEwW RADIATION ABOVE THE LIMITS OF CLASS 1 CR BE
EXPOSED TQ RADIATION ABOVE THE LiMiTS SPECIFIED IN 21 CPR 1040.7 Vic).

¢ XJ any PRODUCT WHICH RELIES ON SCANNING TO MEET ACCESS. EXPOSURE. OR FRODUCT CLASS LMITS WiLl INCORFGRATE A SCANNING
SAFEGUARD SYSTEM WMICH DIRECTLY SENSES SCANNER MOQTION AND wWruC wil.L REACT FAST ENOQUGH To PRECLUDE EXCEZSDING

THE APPLICABLE LiIMiT.
E AU LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT AND PERSONAL CONTROL QF TRAINED. COMPETENT OPERATONS) THE

OPERATORS) wilL |
{1) IMMEDIATELY TERMINATE THE EMMISSION OF LUGHT SHOW RADIATION IN TRHE EVENT Of ANY UNSAFE CONCITION:

3} BE LOCATED WHERE AU SEAM PATHS CAN BE DIRECTLY OBSERVED AT aLL TIMES. AND
31 BE AN EMPLOYEE OF TME VARANCE MOLPER wrQ wiLL BE RESPONSIBLE FOR THE TRAINING AND CONOUCT OF THE OPERATOR. B

X THE MAXIMUM LASER PROJECTOR OWTPUT POWER WILL NOT EXCEED THE LEVEL REQUIRED TO O8TaIN THE INTENDED EFFECTS.

n.  &J THE PROJECTION SYSTEM {L.E.. THE PROJECTOR ANO AU OTHER COMPONENTS USED 70 PROOUCE THE LIGHTING EFFECTS) WILL BE
SECURELY MOUNTED OR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNIMENT. BEAM LIMITERS WiLL BE PROVIDED i
AS AN INMERENT PART OF THE SYSTEM OESIGN TO PREVENT QWERFILLING OF SCREENS: BEaM STOPS. TARGETS. ETC.

i. &l LASER PROUECTORS WILL NOT BE DELIVERED TO ANY OTHER PARTY UNOER AN AGREEMENT OF SALE. LEASE. OR LOAN UNLESS AND
UNTIL TME RECIPIENT DEMONSTRATES THAT THEY HAYE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THWAT PERMITS THEM TO

FRODUCE LASER LIGHT SHOW INCORPORATING SUCH FROJECTOR.

i~ T N ADDITION TO THE REQUIREMENTS OF 21 CFR 1040.10ML THE MANUFACTURER OF LASER PROJECTORS/SYSTEMS WL PROVIDE TO
PARTIES WHO PURCHASE., LEASE, OR BORROW THE EQUIPMENT. ADEOUATE USERS INSTRUCTIONS FOR SAFE INSTALLATION AND
OFERATION AND WHICH EXPLAIN THE RESPONSIBILITY OF THE RECIPIENT AS AN INDEPENOENT LIGHT SHOW MaNUFACTURER TO
SUBMIT YHE REQUIRED REPGRTS AND APPLY FOfl anD OBTAIN A VARIANCE FROM CDRA PRIOA TO iINTRODUCTION INTO COMMERCE OF

ANY LASER LIGHT SHOWS.
k. X THE REQUIREMENTS OF 21 CFR Y002.301ak1) AND @) WiLL BE ACCOMPLISHED THRQUGH THE USE OF WRITTEN PROCEDURES FOR SETU?.
AUGNMENT, TESTING. ANO PERFORMANCE OF EaCr SMOW. THESE PROCEDURES WILL BE IN SUFFICIENT DETAIL 70 ENSURE COM-
PLIANCE WITx 21 crr 1040.30, THE CONDITIONS OF THIS VARIANCE, AND THE CONTROL OF ACCESS TO RADIATION ARZAS USING THE
PROCEDURES DESCRIBED IN THE ANSI 2136.1 STANDARD FOR THE SAFE USE OF USERS (AMERICAN NATIONAL, STANDaHDS INSTITUTE.
1430 BROADWAY. NEW YORK. NY 100181 OR ANY OTHER EQUIVALENT USER CONSENSUS STSNDARD AND. WHERE APPLICABLE. STATE OR
LOCAL REQUIREMENTS. LASER RaDIATION AREAS WhICrH CAN CONTAIN RADIATION LEVELS ABOVE ThE LIMITS SPECIFIER IN 21 CFR
104Q.17(C). WiLL BE CLEARLY {OENTIFIED By THE POSTING OF WARNING SICNS ANDOR RESTRICTING ACCESS THROUGH PhYSICAL
MEANS fSUCH AS PRESSURE SWITCHES. PHOTOCELLS, BARRIERS. GUARDS. £TC 1 THESE REQUIREMENTS APPLY TO TEMPQORARY AREA!
(SUCH AS DURING SET-UP AND ALIGNMENT PAOCEDYRES] AND TO FINAL OR PERMANENT AREAS. THE VARIANCE NOLDER WILL RETAIN S
THE RECORDS OF THMESE PROCEDURES ANGO TME RESULTS OF aLL TESTS As REQUIRED 8Y 21 CFR 100271, A COPY OF THE VARIANCE :
APPLICATION. THE APPROVAL LETTER. CUARENT PROCEDURES. AND RECORDS RELATING TO EaCh PARTICULAR SMOW will BE WiTh
THE OFERATOR OR OTHER RESPONSIBLE INDIVIOUAL AND WLl BE MADE AVAILABLE FOR INSPECTION BY FOA AND QTHER RESPONSI-

BLE AUTHORITIES

FORM FDa 3137 V8N




Dac-01-99 11 :

T-524 p.13/17 F-255
FrDﬂl" e et 1t em it WY bl IWLIT OIS MU A HAS‘CGESCR‘PT]QN Q
PROPOSED EFFECTS INCLURING A SYATEMENY OF THE MAxxMuM POWER OuTPUT IN TENOED SLCH NOTIFICATIONS WRL BE MAD)
NOT NECESSARILY BE LIMITED, TO

1) TME CENTER FOR DEVICES AND RADIGLEGICAL HEALTH OFFICE OF COMPLIANCE InFZ.3121 8757 GEORCIA AVE. SILVER SPRIN¢
20910, PROVIOING THE INITIaL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERARY FOR MOBILE SMOWS N a(
TION UNLESS ALL &SPECTS OF EACH SnOW HAVE BEEN REPOFR 3D AND THE 4CCESSION NUMBERS CLEARLY REFERENCED. E;
NOTICE witl INCLUDE DETAILED DESCRIPTIONS OF EACH SHOv- 4 .0 A USTING Of ALL EFFECTS TO BE PERFORMED IN SUFFic
DETAIL TO CONFIRM COMPUANCE wiITH THE REGULATIAONS and "—~1S VARIANCE.

12) THE FEDEFAL AVIATION ADMINISTRATION (FAA) FOR ® VY PRIJEZT:ONS INTQ OPEN AIRSPACE AT AnY TIME 1 EL INCLUDING SET
ALIGNMENT, REHEARSALS, PERFORMANCES, ETC.L, IF TrE Fas QBJECTS TQ aNY LASER EFFECTS. THE DEJECTIONS will BE RE
SOLVED AND ANY CONDITIONS REQUESTED 67 FAA v.'_i. BE ADMERED TO. IF THESE CONQITIONS Can MAT BE MET, THE QBJEC
TIONABLE EFFECTS WILL BE PELETED FROM THME Sk .-

13) STATE AnD LOC’:\L RAOIATION CONTRQL OFFICESIAGENCIES FOR AtL SHOWS TO 8& PERFORMED wiTrin THEIR JURISQICTIONS

REQUIREMENTS OF STATE AND LOCAL LAW WILL BE SaTiSFIED AND anY QBJECTIONS RAISED BY LACAL AUTHORITIES wWiLL BE F
SOLVED OR THE EFFECTS DELETED. (LISTS OF FEDERAL anD STATE DFFICES ARE AVAILABLE FROM THE CENTER FOR REVICES a

RADIOLOGICAL MEALTH UPON REQUEST)

14, REMARKS

CERTIFICATION

; W : Eduardo Capriles Laser Safety Officer
C——— yia —

Ba Im

| CERTIFY that aif of the anove n1Qrmanon and sigiements are 1rue. compiete, ang correct to e oess of my knowicdge and Jcanawiedge (ar my
YINANCE APPUCINGNA MIY Oc Qeried OF My »arince May aa re-oxad o [Mus I0GLHEATIAN 13 1Qund 18 D laise, m;slcamnq. OF WNCATeCt {1 ANy MAtendl way
L fave JuBmNted and wal UMt 2l raparys reduwired By 21 CFR 1002 10 ang 1802 12 on the 1a5er cqwpmen) and snewisi, } fufiher ongersiand tnas |
May ge reguifed Dy reguianion of By ne irectar. Center 1or Devices 3na Radwiogical meaith. 1o SURPiy SUCH oTAer snlarManan as May Be hecessary W
c¥aiuale ang act on s apdircBhan

- SIGNATURE

- 16 NAME (Type or Prinu 17 TITLE

FORM FDA 3147 Qraly 7 US. GOVERNMENT PRINTING OFFICL ;1 737-185695/69119




